~ California Board of Pharmacy
State of Pedigree and EPC/RFID Standards

September 28, 2006
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« Standards Progress
« Serialization and Tagging Progress

« Pedigree Prototype event
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Standards Update
Last Report
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Standards Update
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Standards Update
As of 9/26/2006

-Techmcal Requurements

Track & Trace

Decommissioning

| EPC tha 5does no‘c ‘contain NDC
*Work with: Industry Adoption WG
and: Industry Assomatnons to
establish direction :

Serialization

Item Level Tagging

*Working group meeting this
“week to decide on tag feature
alternatives for future
EPCglobaI HF standard (3qtr.
‘2007) :

Pedigree Messaging Std

Pedigree Mgmt Use Cases
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. «Completed Prototype event -
‘ il e (global ®"
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Unders’candmg Serialization & Tagging Op’nons
) Regulatory and privacy

Federal and State
Pedlgree Regulatlons

Patient Privacy = 44 1k DEA Class |l Drug
Concerns ) o Transport Regulations
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EPCglobal Pedigree Prototype Event

Purpose and Format

Purpose
« To test the Last Call Working Draft version of the standard

« To ensure that different parties would interpret the standard
in the same manner

Format

+ Six companies were given seven of the most challenging
scenarios and test data to create Pedigrees against

« Their Pedigrees were compared, line by line, with the
expected outcome from the standard

+ 42 Pedigrees in total were tested
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Sample Scenario

Scenario 6: This scenario deplcts the
partlal recelpt of product for sale from a
manufacturer to a wholesaler, when the
manufacturer Iinitiates the pedigree. It
then Includes another transaction from
one wholesaler to another, which
deplcts the recelpt of a pedigree without
| slgning the pedigree on inbound recelpt.
The pedigree Is subsequently signed on
| the next outbound transaction to the
retall pharmacy. . ..

EPCglobal Pedigree Prototype Event
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Participating companies

articipants

*Axway
*Cognizant
*Raining Data
*RFXcel
*SupplyScape
*VeriSign

EPCglobal Pédigfee Prototype Event

Observers

*Accenture

«Cardinal Health
*EPCglobal
«Johnson & Johnson
*Tibco




EPCglobal Pedigree Prototype Event

Qutcome
{

No Normative changes to the Standard
. List of explanatory changes to the Standard
. List of changes to the Guideline document

« An additional guideline scenario to the Guideline
document
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Next Steps

Walk Board of Pharmacy through Pedigree scenarios

. Il;i_ﬁst workshop for Regulators from States with electronic pedigree
ills

+ Industry Adoption WG formed
— Working with Industry Associations on Serialization & Item Level Tagging issues

« Upcoming events:
— EPCglobal US Conference
— NACDS/HDMA RFID Conference

— Ongoing work on
+  Serlalization
« ltem Level Tagging
+ Track and Trace
+ Buliding alignment w/ln GS1 Organization

+ Provide regular status updates to CA BoP
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Questions?
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Additional Slides
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EPCglobal Pedigree Prototype Event
Scenarios

Scenario 1: This scenarlo depicts the pedigree flow for the sale of a serlalized product from a
manufacturer to a wholesaler, when the manufacturer Initiates the pedigree. The wholesaler then
sells and ships one of the product items to a pharmacy DC.

Scenario 2; This scenarlo depicts the sale of a non-serialized product from a wholesaler to a
retall pharmacy DC, when no pedigree is provided by the manufacturer and the wholesaler
initlates the pedigree.

Scenario 3: This scenario deplcts the sale from a wholesaler to a retall pharmacy DC, when a
paper pedigree Is provided by the manufacturer and the wholesaler Initiates the pedigree.

Scenario 4: The pedigree flow Is described for a sale from a repacker to a wholesaler, where the
repacker initiates the pedigree for a re ackaged ltem. The repack pedigree contains the pedigree
for the source product used to create the repack products

Scenario 5: This scenario deplcts the kitting of several products and the subsequent sale from a
kit manufacturer to a wholesaler.

Scenario 6 This scenarlo deplcts the partial recelpt of product for sale from a manufacturer to a
wholesaler, when the manufacturer initlates the pedigree. It then Includes another transaction
from one wholesaler to another, which deplcts the recelpt of a pedigree without signing the

edlgree on Inbound recelpt. The pedigree is subsequently signed on the next out ound
ransaction to the retall pharmacy.

Scenario 7: This scenario depicts the pedigree flow for the sale of a non-seriallzed product from

a manufacturer to a wholesaler, when the wholesaler Initiates the pedigree. The wholesaler then
sells and ships the product to a pharmacy DC, then the pharmacy DC returns the product to the
wholesaler, Then the wholesaler sells and ships the product to another pharmacy DC. This- =
pharmacy DC also returns the product to the wholesaler. -

Understanding Serialization & Tagging Options Toeees
Proposed Serialization Alternatives
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